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Pursuant to the directives of paper No. 20 (filed 5/8/02), claims 1,3-7,9-11, 15,25,42, 
43, 45-47, 49 have been amended, claims 50-61 added, and claims 14, 30-38 cancelled. 
Claims 1-7, 9-11, 15-26, 41-61 are pending. Applicants' arguments are acknowledged 
herewith. A response will be forthcoming after applicants have elected an invention in 
according with the following. 

* 

Restriction to one of the following inventions is required under 35 U.S.C. §121 (the 
numbering of groups begins with "IV" to avoid conflict with the previous restriction): 

IV. Claims 1-7, 9-11, 15-26, 41-61, drawn to a complex (and methods of use thereof) 
which is not only formed under alkaline conditions, but is characterized as alkaline. 

V. Claims 1-7,9-11, 17-26, 41-61, drawn to a complex (and methods of use thereof) which 
may have been exposed to alkaline conditions at one point, but is not necessarily alkaline 
in the final isolated form. 


With the exception of claims 15 and 16, all claims are common to both groups. 
Group V encompasses the possibility of a complex which is formed by exposing 


Serial No. 09/380,738 " 3 " 
Art Unit 1653 

complex to alkaline conditions at some point during the process, but is then acidified. By 
way of analogy, consider the case of hemoglobin, which has an isoelectric point (IEP) of 
about 7. Consider the following claims: 

/ 00. A salt of hemoglobin which is formed at pH 6. 

101. A composition comprising the salt of claim 1 00 in combination with a pH 8 buffer. 

102. A composition obtained by a process comprising 

(a) combining hemoglobin with a carrier to form a mixture, wherein said carrier 
contains water, 

(b) adjusting the pH of said mixture to 6.0; 

(c) optionally, lyophilizing the mixture of step (b) and 

(d) isolating the mixture of step (c). 

Claim 100 does recite that the salt is formed at pH 6, but as is evident from claim 101, this 
is not particularly meaningful as such, since upon placing the hemoglobin in pH 8 buffer, the 
effects of forming the salt at pH 6 are negated. By contrast, in the case of claim 1 02, the 
composition must contain acidified hemoglobin. Instant claim 1 is neither a "product by 
process claim", nor does it characterize the complex as alkaline. Accordingly, claim 1 
encompasses both alkaline and acidic complexes. The situation is further complicated 
because, as is evident form claim 50, a pH of "about" 7 is, in applicants view, alkaline. The 
term "about 7" could easily encompass a pH of 6.7, which is not alkaline. Complicating 
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matters further are claims 54 and 55, which unequivocally and specifically permit a very 
acidic pH. These latter claims clearly encompass the possibility of the following process: 

(a) combining the phosphopeptide with inorganic phosphate atpH9; 

(b) combining with a carrier; 

(c) reducing the pH to 5; and 

(d) isolating the composition 

These latter claims would also encompass the following process: 

(a) combining the phosphopeptide with inorganic phosphate atpH9, 

(b) reducing the pH to 5; 

(c) combining with a carrier, which is itself atpH5; and 

(d) isolating the composition. 

In the event that applicants elect Group IV, it is suggested that the characterization of the 
complex as being alkaline be reinstated. The possibility of a product-by-process claim 
would be considered in the case of claims drawn to a complex, but this would still leave the 
composition claims open to interpretation, since such claims would encompass the possibility 
of an acidic carrier being used. 
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Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to David Lukton. Phone: (703) 308-3213. 

An inquiry of a general nature or relating to the status of this application should be directed 
to the Group receptionist whose telephone number is (703) 308-0196. 
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